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POSTSCRIPTS 


AIMS AND SCOPE 

Postscripts is the official publication of American Medical 
Writers Association (AMWA) Pacific Southwest chapter. It 
publishes news, notices, job postings, and articles of interest in 
all areas of medical and scientific writing and communications. 
The scope covers clinical and regulatory writing, scientific 
writing, publication planning, continuing medical education 
(CME) and physician/patient education, social media, current 
regulations, ethical issues, medical writing training and 
certification, and good writing techniques. 

MISSION STATEMENT 

The mission of Postscripts is to facilitate the professional 
development of medical writers and serve as a tool to advance 
networking and mentoring opportunities among all members. 
Towards this mission, Postscripts publishes significant 
advances in issues, regulations and practice of medical writing 
and communications; skills and language; summaries and 
reports of meetings and symposia; and, book and journal 
summaries. Additionally, to promote career and networking 
needs of the members, Postscripts includes news and event 
notices covering AMWA Pacific Southwest Chapter activities. 

SUBSCRIPTION: Postscripts is published monthly except in 
January and July. The magazine is available as open access 
publication and is currently distributed online only. 

INSTRUCTION FOR CONTRIBUTORS: We consider articles 
on any topic of interest to our membership. It is helpful to look 
at the past December issues for year-end table of contents, and 
browse past issues for style and type of articles published. We 
welcome contributions from AMWA members. Non-member 
contributions are generally by invitation by the Editor or any 
member of the Chapter's Board. Detailed instructions are 
provided in the December 2015 issue, Postscripts 
2015;5(39):204. 

ADVERTISING: Postscripts is an advertising-free magazine. 
However, articles describing products and services relevant to 
medical writers, editors and communicators may be considered 
or solicited. As a service to our members, they may submit 
advertisements for their services or products for free. Please 
contact the Editor. 

WEBSITES: 

Chapter website: http:// www.amwa-pacsw.org 
AMWA website: http://www.amwa.org 
Postscripts: http://issuu.com/postscripts 

Copyright 2011-2015, American Medical Writers Association Pacific 
Southwest Chapter, San Diego, CA. All rights reserved. (Authors 
retain copyright to their articles. Please contact authors directly for 
permission to use or display their work in any form or medium.) 
Design byAjay Malik. 
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From the President's Desk 


“Two years goes by fast” 
— Donna Simcoe 


Hello all, 

I am a little sad to say that this will be my last President’s address in our 
AMWA Pacific Southwest Chapter newsletter. It has been an amazing 2 years. 
It has been my honor to serve as the President of this incredible AMWA 
Pacific Southwest Chapter. I would like to acknowledge and tha nk our chapter 
leadership and writers of the newsmagazine for all of their dedication and 
support they have given to our chapter. 

Please join me in thanking the AMWA Pacific Southwest Chapter leadership. 

Immediate Past President: Jenny Grodberg, PhD, RAC, 2014-present 
Secretary: Andrew Heilman, PhD, 2014-2015 
Brea Midthune, PhD, 2015-present 
Treasurer: Elise Sudbeck, PhD, 2014-present 
Membership Coordinator: Gail Flores, PhD, 2005-present 
Employment Coordinator: Sharyn Batey, PharmD, 2014-present 
Outreach Coordinator: Asoka Banno, PhD, 2015-present 
Newsmagazine Editor: Ajay Malik, PhD, 20 11 -present 
Arizona Liaison: Kathy Boltz, PhD, 2009-present 
Website Coordinator: Laura Cobb, PhD, 2014-present 
Conference Chairs: Jenny Grodberg, PhD, RAC, 2014-present 
Jacqueline A Dyck-Jones, PhD, MSc, 2014-present 

I am delighted to announce that Susan Vintilla-Friedman, Principal at Vintilla 
Communications, will officially succeed as the President in January. This 
official hand-over will take place at our next chapter lunch meeting on 
Saturday, January 16 th on the campus of California State University 
Northridge where Michele Vivirito will present a talk about mentorship (more 
details to be sent soon). Starting January 16 th , I am happy to continue working 
with you in the new role as Past President. 

Many of you kn ow Susan. She has been a member of AMWA since 1997 in 
the Northern California chapter and then joined our Pacific Southwest chapter 
in 2003. Susan attends our chapter meetings, has presented on our chapter’s 
behalf, is actively involved in the DIA Medical Writing Community, and is a 
member of the AMWA Medical Writing Certification Examination 
Development Committee since September 2013. 

We have celebrated many milestones with our medical writing friends. I leave 
you with a year in review of the great interactions we have had in 2015. 

With sincere gratitude, Happy Holidays and all the best in 2016, 


Donna Simcoe, MS, MS, MBA, CMPP 
President, AMWA Pacific Southwest Chapter 
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EDITOR'S desk 


Looking Back, Looking Forward 



During the month of December, most of us find the 
pendulum of work-life balance swing all the way 
towards life - we seek the company of friends, 
family and loved ones; we sail along with the spirit of 
the season; we indulge in the gastronomic pleasures 
and the pleasures of buying things we don’t need; 
and we slow down, we pause and reflect on the year 
gone by. Here at Postscripts, too, we pause and look 
back. 

Postscripts had another terrific year capturing the 
vibe and energy of our chapter by bringing you the 
reports, articles and special issues facilitating the 
key mission: promoting networking, learning and 
knowledge sharing opportunities among our 
members - a feat that required a village. 

We began the year with the coverage of the 
celebration of the 50 th anniversary of our chapter's 
founding. The celebration activities held in Marina 
del Rey on a brisk January Sunday were made 
possible by the organizational skills of our President 
Donna Simcoe, Jenny Grodberg (immediate past- 
president) and others. The coverage of this event 
along with the history of our chapter was published 
in the special February-March issue. This special 
issue was made possible by the generosity of a 
generation of medical writers, editors and 
communicators who have shaped our chapter's 
history during the last 20-30 years. These include 
Sue Hudson, Michele Vivirito, Jim Yuen, Brian Bass, 
Phyllis Minick, Esther Tazartes, Loraine Schacher, 
Noelle Demas, and others who generously shared 
their experiences, and their knowledge about the 
history of the chapter. These individuals are also the 
people who have shaped the character of our 
chapter, have served as mentors and continue to 
inspire the coming generation of new members. 

Jim Yuen deserves a special mention for digging 
through his old albums and sharing pictures that we 
used liberally in the special anniversay issue - 
pictures have the power to teleport a reader to Back 
to the Future in ways that a thousand words can't. 
The February-March 2015 issue of Postscripts, as a 
result, is the only available account of our chapter's 
history, and is a resource for members to learn 
about our chapter. 

Looking down from the eagle's view at 20,000 feet, 
we find articles in diverse topics covered in 
Postscripts this year. These include all medical 
writing areas (regulatory, publishing, grant writing) 
and more, such as, how a medical writer become an 
expert witness (by Heather Oliff), as well as, off-beat 
topics: April Reynolds provided tips on fashion sense 
and dressing smart (since we are smart writers), and 
Rebecca Anderson continued her monthly column 
providing a humorous twist on regulatory issue or 
news which are actually serious issues. Rebecca’s 
articles embodied the advice of this year's keynote 
speaker at the AMWA’s Annual Meeting, Jay Ingram, 


who said that to reach the public, facts explained in 
plain (or layman) language are not enough, they 
need to be presented in an engaging fashion (see 
Postscripts, Nov 2015 issue, page 168). 

We are grateful to Tanya Hoskin and the Mayo Clinic 
for permission to re-publish 5 articles on 
biostatistics. The August issue (special issue on 
biostatistics) contains articles on biostatistics and 
data presentation by Tonya Hoskins and Dikran 
Toroser. This issue may serve as a Pocket Learning 
Resource on introductory biostatistics. 

One of the strengths of Postscripts is the coverage 
of meetings and events. While engaging medical 
writers (particularly new members of our chapter), 
these reports have served as distillates for others 
who could not join these events. The year-end table 
of contents on page 199 of this issue is a good place 
to review these reports. 

Finally (and sadly), this December issue will carry 
the last Presidential address by Donna Simcoe as 
her tenure as the Chapter's President and Editor-at- 
Large of Postscripts comes to an end. Donna proved 
to be the carburetor and fuel injector of Postscripts' 
engine. She spared no effort convincing people, 
particularly young writers, to write for Postscripts. 

She always had her camera ready at chapter events 
for pictures and collages that we shared in these 
pages - publishing these pictures has been 
extremely helpful in reminding us the new faces we 
meet at networking or chapter events and, thus, 
facilitating the evolution of these interactions into life- 
long professional relationships. 

Donna continues to be a public face and role model 
for our profession - locally as an advisor to the 
newly launched medical writing course at University 
of California San Diego, and internationally through 
her leadership role at International Society for 
Medical Publication Professionals (ISMPP). While 
Donna will continue to be involved with the chapter 
as Past-President, we will have a new advocate for 
this newsmagazine, Susan Vintilla-Friedman who 
will take over as Chapter's President in January and 
will also be the Editor-at-Large of Postscripts. Yes, 
December is not the terminus but just a water-stop in 
this newsmagazine's publishing journey. 

As you browse through the year-end table of 
contents and find something interesting or useful, as 
always we urge you, why not cross-over from being 
a reader and consumer to a writer and creator. Being 
medial writers, this (writing) should be the natural 
response. Let the season of sharing begin with the 
sharing of knowledge and ideas with your 
colleagues. Meanwhile, we at Postscripts wish you'll 
a great holiday season. Postscripts will be back in 
February 2016. 

— Ajay K Malik, PhD 
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Ig Nobel Prize Winners - 2015 

By Rebecca J. Anderson, PhD, AMWA Pacific Southwest Chapter Member 


As the 2015 Nobel Prize winners are honored in 
Stockholm, we should also acknowledge the Ig 
Nobel Prize winners, right here at home in Boston. 
The Ig Nobels also recognize serious research, 
though the achievements first make people laugh 
and then think. And this year, which marked the 
25th anniversary of the Ig Nobel Prizes, was no 
exception. Here are a few highlights: 

Physics Prize: The winner was a team of 
mechanical engineers from Georgia Tech who 
studied peeing dynamics of animals by pouring over 
the videos from the Atlanta Zoo (and from YouTube). 
They found that animals, regardless of their size, 
from cats to elephants, all took about 21 seconds to 
urinate, despite a 3600-fold difference in urine 
volume. The researchers concluded that the urethra 
has been efficiently designed as “a flow-enhancing 
device, enabling the urinary system to be 
scaled... without compromising its function.” Indeed. 

Management Prize: A team of social scientists won 
for discovering that many business leaders 
developed a fondness for risk-taking because of 
lessons they learned as children. These business 
leaders when they were kids had experienced no 
dire personal consequences in the midst of natural 
disasters (earthquakes, volcanic eruptions, 
tsunamis, and wildfires). To paraphrase the old 
adage: “What doesn’t kill you only makes you more 
Trump-like.” 

Economics Prize: Bangkok Metropolitan Police 
won for offering to pay policemen extra cash if the 
policemen refuse to take bribes. Either way, the 
policeman gets paid. 

Mathematics Prize: Anthropologists from Austria 
won for determining whether and how Moulay Ismael 
the Bloodthirsty, the Emperor of Morocco from 1697 
to 1727, managed to father 888 children. (The 
emperor reportedly had four wives and 500 
concubines.) Using computer modeling and 
“appropriate social and biological constraints,” the 
authors concluded that “Moulay Ismael could have 
achieved this high reproductive success” by having 
sex 1-2 times every day for 32 years. And the 
reported number of offspring only required a 
“breeding pool” of between 65 and 110 women. The 
authors admit that “female sexual habits have not 
been considered,” but I’m sure that whether those 
women were the Emperor’s wives or concubines, 
they would certainly object to being called a 
breeding pool. 

Biology Prize: A research team from Chile and the 
US took home the Biology Ig Nobel for 
demonstrating that a weighted stick attached to the 
rear end of a chicken simulates the way dinosaurs 
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would have walked on earth. These researchers 
used the prosthetic tails to alter the chicken’s center 
of mass, forcing them to walk more like their 
dinosaur ancestors. Ok, this study was strictly for 
the birds. 

Diagnostic Medicine Prize: A clinical team from the 
UK won for determining that acute appendicitis can 
be accurately diagnosed by the amount of pain 
experienced when the patient is driven over speed 
bumps. Interestingly, they discovered that the pain 
generated by driving over speed bumps was a better 
indicator of appendicitis than the commonly used 
clinical diagnostic criteria, such as pain migration 
and rebound tenderness. I wonder if Emergency 
Rooms will change their diagnostic procedures to 
include an extra ambulance ride over speed bumps 
in the hospital’s parking deck. 

Physiology and Entomology Prize: Two winners 
shared this year’s prize. Justin Schmidt from the 
University of Georgia, won for “painstakingly” 
creating the Schmidt Sting Pain Index. Using this 
index, he ranked the pain inflicted by 21 species of 
stinging insects. The co-winner of Physiology and 
Entomology Ig Nobel, Michael Smith from Cornell 
University, was much more thorough with his pain 
research. He used the Schmidt Index to map the 
relative pain sensitivity of human skin by 
encouraging honey bees to sting him systematically 
on 25 designated body locations. To ensure a 
robust dataset, Smith repeated the bee stings to 
each of the 25 spots three times. The result: The 
least painful locations were the skull, middle toe tip, 
and upper arm. The most painful were the nostril, 
upper lip, and penis shaft. Now, that’s a real 
dedication to your craft. 

A complete list of winners, literature citations, and 
video of the 201 5 ceremonies can be found on the 
Improbable Research website: 
http://www.improbable.eom/ig/winners/#ig2015 


REBECCA J ANDERSON, PhD, is a freelance 
medical writer and the author of two books, 

Nevirapine and the Quest to End Pediatric AIDS H3 
and Career Opportunities in Clinical Drug 
Research. Prior to medical writing, Dr. Anderson II 

managed research and development projects for 
twenty-five years in the pharmaceutical/biotech industry. She 
holds a Ph.D. in pharmacology from Georgetown University. 
She lives in Southern California, and when she is not writing, 
she absorbs the sights and sounds of the West Coast’s rich 
culture and heritage. She can be reached at 
rebeccanderson@msn.com. 


Regulatory Intelligence 


News and Updates from the FDA 

Kokil Tandon, MBBS, MBA 

Member, AMWA Pacific Southwest Chapter 

A number of innovative treatments were approved by the FDA at the end of October and in November. The 
indications for these included a rare metabolic disease and two different forms of cancer. 

Strensiq 

In the latter part of October, the FDA approved the first treatment for patients with perinatal, infantile and 
juvenile-onset hypophosphatasia (HPP). Strensiq (Alexion Pharmaceuticals Inc.) is indicated for this rare 
metabolic disease, that is characterized by defective bone mineralization. HPP can affect multiple body 
systems, leading to severe disability/life-threatening complications such as skeletal and muscular 
abnormalities. Strensiq received a breakthrough therapy designation as it is the first and only treatment for 
perinatal, infantile and juvenile-onset HPP. The FDA granted Strensiq orphan drug designation because it 
treats a disease affecting fewer than 200,000 patients in the United States. The manufacturer of Strensiq 
was granted a priority review voucher by the agency - a provision that encourages development of new 
drugs and biologies for the prevention and treatment of rare pediatric diseases. 

Melanoma is a type of skin cancer, most often caused by exposure to ultraviolet (UV) light. It is the leading 
cause of skin cancer related deaths, and has been on the rise over the past several decades. During the last 
week of October and November, the agency approved new treatments for this aggressive disease. 

Imlygic and Yervoy 

in October, the FDA approved the first oncolytic virus therapy for melanoma in the skin and lymph nodes, 
imlygic (BioVex Inc.), is a genetically modified herpes virus therapy indicated for melanoma lesions that 
cannot be removed completely by surgery, it is injected directly into melanoma lesions, where it replicates, 
causing the cancer cells to rupture and die. A day later, the agency expanded the approved use of Yervoy 
(Bristol-Myers Squibb), as adjuvant therapy for stage ill melanoma, to lower the risk of recurrence post 
surgery. 

Cotellic 

In November, Cotellic (Genentech) was approved as part of combination treatment for advanced 
melanoma. It is to be used with vemurafenib to treat melanoma that has spread to other parts of the body 
or is unresectable, and has a certain type of abnormal gene (BRAF V600E or V600K mutation). Cotellic 
was reviewed under the FDA’s priority review program, which provides an expedited six-month review of 
drugs that have the potential to be a significant improvement in safety/effectiveness in the treatment of a 
serious condition. Cotellic also received the orphan drug designation. 

As the month progressed, the agency approved two novel treatments for another form of cancer called 
multiple myeloma . This is a type of blood cancer, which affects plasma cells found in the bone marrow. 

Multiple myeloma may result in a weakened immune system and cause bone or kidney issues. 

Darzalex 

Darzalex (Janssen Biotech) is the first monoclonal antibody approved for treating multiple myeloma, it 
provides an alternative therapy for patients who have become resistant to other therapies. Darzalex was 
granted accelerated approval, and received breakthrough and orphan drug designations from the FDA. it 
was also accorded priority review status, which is granted to applications for drugs that, if approved, would 
be a significant improvement in safety or effectiveness in the treatment of a serious condition. 

Ninlaro 

Ninlaro (Takeda Pharmaceuticals) is a type of cancer drug called a proteasome inhibitor and works by 
blocking enzymes from multiple myeloma cells, hindering their ability to grow and survive. Ninlaro is the first 
oral proteasome inhibitor and is approved in combination with another FDA-approved treatment for multiple 
myeloma called Revlimid (lenalidomide) and dexamethasone (a type of corticosteroid). The FDA granted 
priority review and orphan drug designations for Ninlaro. 

Overall, the agency approved three new drugs for multiple myeloma this year, with Farydak receiving approval 
in February 2015. 

Another noteworthy development was the approval of the first nasal spray version of naloxone hydrochloride, 
which is a life-saving medication used to stop/reverse the effects of opioid overdose. Drug overdose deaths 
are stated to be the leading cause of injury death in the United States. Earlier this year, the Health and Human 


POSTSCRIPTS | VOL 5, NO. 39 | DECEMBER 2015 193 


Services as well as addiction and advocacy groups called for expanded availability of naloxone, to address the 
opioid epidemic and save lives. 

Narcan nasal spray 

Narcan nasal spray (Adapt Pharma, Inc.) is indicated for use in adults or children to counteract the effects of 
opioid overdose. It can be easily administered by family members/first responders and delivers a consistent, 
measured dose when used as directed. It was granted fast-track designation and priority review by the FDA, 
being approved in less than four months. The National Institute on Drug Abuse led the development of 
Narcan nasal spray by designing and conducting the clinical trials and then working with private sector 
partners to obtain FDA approval. 

Voluntary recalls were issued by Premiere Sales Group of Santa Clarita, California; Sanofi US; Inaffit, LLC; Fit 
Firm and Fabulous. 

Several advisory committee meetings, as well as a conference have been scheduled for December. 


Selected FDA Announcements 


Date Announcement 

10-28-15 Premiere Sales Group of Santa Clarita, California, issued a voluntary nationwide recall of all lots of 
Rhino 7 3000 and Rhino 7 Platinum 3000 Capsules. These products are marketed as dietary 
supplements for sexual enhancement and were recalled due to the presence of undeclared active 
pharmaceutical ingredients. The affected products include RHINO 7 3000 capsules packaged in a 
bottle containing six (6) capsules UPC: 616453150126 ALL LOT NUMBERS WITHIN EXPIRY and 
Rhino 7 Platinum 3000 Capsules packaged in a single (1) blister packs hang card count UPC: 
700729253748 ALL LOT NUMBERS WITHIN EXPIRY. FDA analysis found these to contain 
undeclared desmethyl carbondenafil and dapoxetine. Desmethyl carbondenafil is a 
phosphodiesterase PDE-5 inhibitor which is a class of drugs used to treat male erectile 
dysfunction, making these products unapproved new drugs. This PDE-5 inhibitor may interact with 
nitrates found in some prescription drugs and may lower blood pressure to life threatening levels. 
Dapoxetine is an active ingredient not approved by FDA. 1 

10- 30-15 Sanofi US, issued a voluntary nationwide recall of Auvi-Q® (epinephrine injection, USP). The recall 

involves all Auvi-Q currently on the market and includes both the 0.15 mg and 0.3 mg strengths for 
hospitals, retailers and consumers. This includes lot numbers 2081278 through 3037230, which 
expire October 2015 through December 201 6. The products have been found to potentially have 
inaccurate dosage delivery, which may include failure to deliver the drug. This failure could lead to 
significant health consequences, including death, in case of a patient experiencing a serious 
allergic reaction (i.e. , anaphylaxis). 2 

11- 9-15 inaffit, LLC, issued a voluntary nationwide recall of Natureal which is used as a weight loss dietary 

supplement and is packaged in clear bottle with light green and dark green capsules. It was 
recalled due to presence of undeclared sibutramine. The affected product includes lots 
Manufactured 3/12/2015 Expiration Date 3/11/2017 which have been distributed from the Natureal 
office and nationwide to consumers via internet. Sibutramine is an appetite suppressant that was 
withdrawn from the U.S. market in October 2010. It is known to substantially increase blood 
pressure and/or pulse rate and may present a significant risk for patients with a history of coronary 
artery disease, congestive heart failure, arrhythmias or stroke. This undeclared ingredient makes 
this product an unapproved new drug. 3 

11-17-15 The FDA announced the resuits of a yearlong sweep to identify potentially unsafe or tainted 

dietary supplements. The sweep was led by the U.S. Department of Justice, with participation from 
the FDA, the internal Revenue Service’s Criminal Investigation Division, the Federal Trade 
Commission, the U.S. Postal Inspection Service, the Department of Defense and the U.S. Anti- 
Doping Agency. The sweep resulted in civil injunctions and criminal actions against 117 
manufacturers and/or distributors of dietary supplements and tainted products falsely marketed as 
dietary supplements. Some of the cases announced include: (1) a criminal case, against USPIabs 
LLC and several of its corporate officers. USPIabs LLC manufactured popular workout and weight 
loss supplements such as Jack3d and OxyElite Pro. The 11 -count indictment alleged that USPIabs 
engaged in a conspiracy to import ingredients from China using false certificates of 
analysis/labeling. The company lied about the nature and source of the ingredients it was adding 
to products and instead told retailers and wholesalers that the ingredients were natural plant 
extracts. Further, USPIabs sold products without ensuring if they were safe and even continued 
selling OxyElite covertly after it was linked to liver injuries. (2) A complaint filed by the Department 
Of Justice, in federal court in the District of New Jersey, against Bethel Nutritional Consulting Inc. 
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of New York and New Jersey, and the company’s president and vice-president. According to the 
complaint, Bethel and its officers distributed adulterated and misbranded dietary supplements and 
unapproved new drugs throughout the United States. The defendants have agreed to be bound by 
a consent decree of permanent injunction that orders them to cease operations until the FDA 
determines that they are in compliance with laws applicable to dietary supplement manufacturing, 
labeling, and distribution. 4 

11-19-15 Fit Firm and Fabulous, issued a voluntary nationwide recall of Ultimate Herbal Slimcaps, which is 
used as a weight loss dietary supplement. It was recalled due to presence of undeclared 
sibutramine. The affected product includes lots 05/02/2015 to 05/01/2017. Sibutramine was 
withdrawn from the U.S. market in October 2010. This undeclared ingredient makes this product 
an unapproved drug. 5 


Selected FDA Approvals 


Drug 

Indication 

Company 

Onivyde™ 
(orphan drug) 15 

Metastatic pancreatic cancer previously treated with 
gemcitabine-based chemotherapy (to be used with 
fluorouracil/leucovorin) 6 

Merrimack Pharmaceuticals 
Inc. 

Yondelis® 

Unresectable/ metastatic soft tissue sarcoma 
(liposarcoma and leiomyosarcoma) 7 

Janssen Products 

Nucala® 

Severe asthma in patients aged 12 years and older 8 

GlaxoSmithKline 

Genvoya® 

HIV-1 infection in patients aged 12 years and older 9 

Gilead Sciences Inc. 

Tagrisso™ 
(orphan drug) 

Advanced non-small cell lung cancer postive forT790M 
epidermal growth factor receptor mutation 10 

Astra Zeneca 
Pharmaceuticals 

Adynovate, 

Antihemophilic 

Factor 

(Recombinant), 

PEGylated 

Hemophilia A in patients aged 1 2 years and older 11 

Baxalta US Inc. 


December 2015 Advisory Committee Meetings 

Date Committee 

1 2-1 -1 5 Meeting of the Psychopharmacologic Drugs Advisory Committee Meeting Announcement- 
Discussion of the NDA submitted by Fabre-Kramer Pharmaceuticals, Inc. 12 

12-9-15 Meeting of the Pulmonary-Allergy Drugs Advisory Committee Meeting Announcement- 
Discussion of the BLA submitted byTeva Pharmaceutical Industries, Ltd. 13 

12-10-15 Joint Meeting of the Pulmonary-Allergy Drugs Advisory Committee and Drug Safety and the 

Risk Management Advisory Committee Meeting Announcement- discuss the safety of codeine 
in children 18 years of age and younger. 14 

1 2-1 4-1 5 Endocrinologic and Metabolic Drugs Advisory Committee Meeting Announcement-discuss the 
results of the IMProved Reduction of Outcomes: Vytorin Efficacy international Trial 
(IMPROVE-IT). 15 


December 2015 Conferences, Workshops and Public Meetings 
Date Title 

12-2-15 Clinical Trials: Assessing Safety and Efficacy for a Diverse Population - conference co- 
sponsored by FDA and Johns Hopkins Center of Excellence in Regulatory Science and 
Innovation. 16 


POSTSCRIPTS | VOL 5, NO. 39 | DECEMBER 2015 195 


WEBLINKS 


• For additional information on approvals, including labeling revisions, tentative approvals, efficacy 

supplements with supporting clinical data, manufacturing changes or additions, or chemistry; new strength, 
see http://www.fda.gov/NewsEvents/Newsroom/default.htm [Link] 

• For additional information on recalls, market withdrawals, and safety alerts, see 

http://www.fda.gov/Safety/Recalls/default.htm [Link] 

• For information on current drug shortages, see 
http://www.accessdata.fda.gov/scripts/drugshortages/default.cfm [Link] 

• For information on drugs to be discontinued, see 
http://www.accessdata.fda.gov/scripts/drugshortages/default.cfm [Link] 

• For Orange Book drug product list additions or deletions, see 

http://www.fda.gov/Drugs/lnformationOnDrugs/ucm086229.htm [Link] 

1 http://www.fda.gov/Safety/Recalls/ucm469981 .htm [Link] 

2 http://www.fda.gov/Safety/Recalls/ucm469980.htm [Link] 

3 http://www.fda.gov/Safety/Recalls/ucm471 92 1.htm [Link] 

4 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm473099.htm [Link] 
5 http://www.fda.gov/Safety/Recalls/ucm473638.htm [Link] 

6 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm468654.htm [Link] 
7 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm468832.htm [Link] 
8 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm471 03 1.htm [Link] 
9 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm471 300.htm [Link] 
10 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm472525.htm [Link] 

11 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm472643. htm [Link] 

12 http://www. fda.gov/AdvisoryCommittees/Calendar/ucm46 1697.htm [Link] 

13 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm463629.htm [Link] 

14 http://www. fda.gov/AdvisoryCommittees/Calendar/ucm469466. htm [Link] 

15 http://www. fda.gov/AdvisoryCommittees/Calendar/ucm472456. htm [Link] 
16 http://www.fda.gov/ScienceResearch/SpecialTopics/RegulatoryScience/ucm470801.htm [Link] 


A KOKILTANDON, MBBS, MBA, is a physician MBA, initiating her 

journey into the arena of Medical Writing. Previously she worked as a 
healthcare consultant where she focussed on projects involving 
healthcare delivery systems and processes. She is an active 
volunteer in her local community. She can be reached at 
kokiltandon@gmail.com. 
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Chapter Members Learn to Put the Power in PowerPoint 

By Andrew Heilman, PhD, past-secretary, AMWA Pacific Southwest Chapter Member 


On November 7, the AMWA Pacific Southwest chapter hosted “Put the Power in Your PowerPoint®,” a 
seminar and short workshop about principles and tools for creating Microsoft PowerPoint presentations. The 
speaker was “PowerPoint Patty” Morris, who has over 30 years of experience in the presentation field. 

Ms. Morris shared current trends and principles and then walked the audience through tools for creating 
clear presentations. The principles she discussed included basic presentation and graphic design guidelines, 
how much content should be on a slide, use of images, font sizes and colors, capitalization, file types, and 
animation of slides. The tools she demonstrated included the Quick Access Toolbar, “Pick up/Apply style” 
droppers, keyboard shortcuts, shape controls, and accessing additional resources. 

Approximately 20 chapter members and non-members attended the seminar at The Vintage Steakhouse in 
San Juan Capistrano. Attendees networked during the excellent lunch that was served before the 
presentation. 



Pictures by Donna Simcoe 


Patty Morris (a.k.a. “PowerPoint® Patty”) has worked nationwide in the 
Presentation Industry for over 30 years and is considered an expert in the field. 
https://www.linkedin.com/in/patty-morris-4a533755 
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List of Chapter Events Held in 2015 


DATE 

LOCATION 

EVENT 

ATTENDENCE 

Jan 24 

Marina del Rey, CA 

50 th anniversary of chapter party 

29 

Feb 2 

AWIS San Diego Career 
Panel, San Diego, CA 

Strategy Sessions: Advance Opportunities In Ever-Changing 
Science, Technology Engineering (STEM) Industries. Donna 
Simcoe served on the panel to represent medical writing 

25 

Feb 6 

Teleconference 

Monthly Chapter Lunch Chat 

2 

Feb 11 

University of California 
San Diego (UCSD) 
classroom - AWIS San 
Diego Back to Work 
discussion 

Joint discussion between AWIS Back to Work and AMWA 
about medical writing and how to obtain a career in 
medical writing (Donna Simcoe and Ajay Malik gave talks 
about medical writing) 

30 

Feb 25 

Free Chapter Webinar 

Pharmacokinetics by Michelle Eggen 

26 

Mar 4 

Free Chapter Webinar 

Joint Webinar with SDCRN about Patient Communication 

• Deborah Collyar (Patient Advocates in Research 
[PAIR], Harvard MRCT) 

• Zach Hallinan (CISCRP) 

38 

Mar 6 

Teleconference 

Monthly Chapter Lunch Chat 

7 

Mar 12 

UCLA 

Chapter members (Elizabeth Ramicone, Martha Sensei, 
Roma Levy) presented to graduate students, post-docs and 
PhDs through UCLA's Careers In program that was aimed 
at discussing the variety of writing careers open to PhDs 

50 

Mar 21 

Santa Ana, CA 

Ophthalmology Medical Device talk by Denise Sturrock 

9 

Apr 2 

La Jolla, CA 

Chapter Happy hour 

20 

Apr 3 

Teleconference 

Monthly Chapter Lunch Chat 

7 

Apr 11 

Chandler, AZ 

Saturday brunch hosted by Amy Van Gels 

7 

Apr 23 

Free joint webinar with 
Northwest Chapter 

Health Outcomes and Pharmacoeconomics 
Anita Misra-Press (Northwest Chapter President) 
Marcia Reinhart (presenter) 

29 

May 1-2 

Old Town, San Diego, 
CA 

Pacific Southwest Chapter Conference (Jenny Grodberg 
and Jacqueline A Dyck-Jones) 

54 

May 8 

Teleconference 

Monthly Chapter Lunch Chat 

7 

Jun 5 

Teleconference 

Monthly Chapter Lunch Chat 

2 

Jun 18 

La Jolla, CA 

Asoka Banno and Brea Midthune hosted happy hour 

20 

Jul 10 

Teleconference 

Monthly Chapter Lunch Chat 

6 

Jul 25 

Thousand Oaks, CA 

Medical Device seminar (presenters Tim Peoples, Bernard 
Delacruz, Roma Levy) 

25 

Aug 7 

Teleconference 

Monthly Chapter Lunch Chat 

6 

Aug 15 

San Diego, CA 

Joint meeting with SDRAN "Writing with the End User in 
Mind: Communication and Labeling to Improve Patient 
Safety" 

36 
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Sep 4 

Teleconference 

Monthly Chapter Lunch Chat 

6 

Sep 19 

Thousand Oaks, CA 

Mini-symposium - Skills and Tools in a Medical Writer's 
Tool Chest (organizer Ajay Malik) 

70 1 

Oct 1 

San Antonio, TX 

Chapter greet-and-go at Annual AMWA meeting 

44 

Oct 9 

Teleconference 

Monthly Chapter Lunch Chat and follow-up from Annual 
meeting 

7 

Oct 20 

Webinar 

UCSD Medical Writing Certificate live-streaming video 
webinar with Leslie Bruce (UCSD Extension program) and 
Donna Simcoe (moderator) 

21 

Nov 7 

San Juan Capistrano, 
CA 

Graphic design and graphing/formatting tips for 
PowerPoint slides (presenter Patty Morris) 

20 

Nov 13 

Teleconference 

Monthly Chapter Lunch Chat 

3 

Dec 19 

Thousand Oaks, CA 

Holiday party hosted by Jacki Dyck-Jones 



Total attendance (may overlap in numbers as members 
may have attended multiple events) as of end of 
November 2015 

506 


Chapter Upcoming Events' Calendar 


December 19, 2015, Saturday. AMWA Pacific Chapter holiday party will by 
hosted by AMWA member Jacqueline (Jacki) Dyck-Jones in Thousand Oaks, CA. 
Details to follow. 

January 16, 2016, Saturday. Chapter lunch talk about mentorship by Michele 
Vivirito on the campus of California State University Northridge 
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Instructions for Authors 


Postscripts 

Newsmagazine of the AMWA Pacific Southwest Chapter 

Chapter website: http://www.amwa-pacsw.org 
Postscripts website: http://issuu.com/postscripts 


Aims and Scope 

Postscripts is the official publication of American Medical Writers Association (AMWA) 
Pacific Southwest chapter. It publishes news, notices, job postings, and articles of 
interest in all areas of medical and scientific writing and communications. The scope 
covers clinical and regulatory writing, scientific writing, publication planning, continuing 
medical education (CME) and physician/patient education, social media, current 
regulations, ethical issues, medical writing training and certification, and good writing 
techniques. 

Mission Statement 

The mission of Postscripts is to facilitate the professional development of medical writers 
and serve as a tool to advance networking and mentoring opportunities among all 
members. Towards this mission, Postscripts publishes significant advances in issues, 
regulations and practice of medical writing; skills and language; summaries and reports 
of meetings and symposia; and book and journal summaries. Additionally, to promote 
career and networking needs of the members, Postscripts includes news and event 
notices covering AMWA Pacific Southwest chapter activities. 


INFORMATION FOR AUTHORS 
Why contribute to the magazine? 

Sharing your knowledge with the AMWA Pacific Southwest chapter enriches others and 
contributes to the field of medical writing. Since the newsmagazine is available online, 
you will also receive an online writing credit and the articles may be cited in your 
portfolio. 

Who can contribute to the magazine? 

AMWA members. 

Non-members by invitation by the editor or any member of the Chapter's Board. 

What type of articles are considered for publication in the magazine? 

Postscripts considers a broad range of articles for publication per the mission statement. 
The year-end table of contents (published every year in December) provides a snapshot 
of the types of articles published. As a general rule, if the material is educational, 
informative, or entertaining to a medical writer, we will consider it for publication. 

Where can I get more information about the types of articles published? 

By browsing through the past-issues of Postscripts. 

Is there a peer-review process? 

in general, the editor reviews all submissions, and may suggest changes, if needed, to 
conform to the style and quality standards. Occasionally, the submissions may be 
reviewed anonymously by 1 or more members of the chapter board on an ad-hoc basis. 

What are the areas/sections that currently need writers? 

Here are a few suggestions: 
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• Scientific publishing and publication planning: Look at ISMPP 
(www.ismpp.org) and publication planning forums, and summarize regulatory and 
ethical issues of the day. Resources include the ISMPP website and Linkedln 
forums (ISMPP, Publication Plan, and COPE). Relevant websites include: 
http://www.ismpp.org/ (ISMPP), http://thepublicationplan.com/ (The Publication 
Plan), http://publicationethics.org/ (COPE), and http://www.equator-network.org/ 
(The EQUATOR Network). 

• Scientific and medical topics: Examples include physiology of organ systems, 
mechanisms of disease states, etc. 

• Regulatory news from the FDA and EMA: This is a recurring column. The task 
involves a monthly visit to the FDA and the EMA websites (or other resources 
such as email notifications from FDA Track, 

http://www.fda.gov/aboutfda/transparency/track/ucm36081 3.htm, and collating 
information on new regulations, drug approvals, and agency notices. After a 
couple of submissions, the monthly workload is surprisingly low (few hours over a 
few days). You will develop and share knowledge about regulatory intelligence. In 
the past, 2 teams of writers summarized FDA and EMA updates on a monthly 
basis. See past December year-end issues of Postscripts for example of 
submission template and websites where this information was obtained from the 
FDA and the EMA websites. 

• Safety and Pharmacovigilance issues: This is an ideal column for someone with 
PharmD or MD background looking for developing medical writing skills and name 
recognition in pharmacovigilance and medical information. 

• If you are brave, review Federal Register for new guidelines 

(https://www.federalregister.gov/) and summarize upcoming regulations. Or sign 
up to receive email FDA notificatons and guidances issued 
(https://service.govdelivery.com/accounts/USFDA/subscriber/new?topic_id=USFDA_29) 

• Book and journal reviews: Review of books on topics related to medicine, 
science, work-life balance, project management, or skills relevant to medical 
writing profession. 

• If you like to read AMWA Journal cover-to-cover, consider writing a one-page 
preview section giving snippets of articles published in the AMWA Journal 
(see Dec 2012 issue of Postscripts, or consider “This Week in Science” page of 
the journal Science). You may also review other medical writing journals from 
sister organizations: Medical Writing (published by EMWA), Therapeutic 
Innovation & Regulatory Science (TIRS, published by DIA), Technical 
Communication (published by STC); or summarize related articles published in 
medical/scientific PubMed-indexed journals or media. 

• Project management 

• Freelance considerations 

• Meeting reports and summaries 

• General skills, including software tips, data presentation, biostatistics 

• Work-life balance and career tips: Browse past-articles written in Irene Yao in 
Postscripts issues 2012-2014 (see December issues for listing) or those by April 
Reynolds this year. 

• Travelogue: Share your travels with pictures, and re-live your vacation. In the 
past, members have shared their trips to Cuba, Europe, and Australia. But closer 
to home trips are also welcome. 

• Create your own column! 

What are the instructions for submission? 

• Length of article: Although, there is no word limit, up to 2 pages (around 800 
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words) is an ideal length. Beyond 2 pages, you risk losing the attention span of 
readers unless there is something compelling for them to keep reading. 

• Biosketch'. Provide a biosketch to go along with the article. A picture and contact 
email are optional (but recommended). See past Postscripts issues for examples. 

• Font size and type : You may use font size 11 or 12 of any type. During typesetting, 
your text is imported as plain text, thus all your choices are moot; Postscripts uses 
Arial Regular or Times New Roman as default fonts. 

• Special fonts and font effects : If you have words, letters, or sentences with font 
effects (eg, italicized, superscripted, etc), you may want to highlight them if they are 
not very obvious, because these font effects will need to be recreated during 
typesetting. 

• Pictures: If you have pictures that go along with the document, consider including 
these as separate PNG or JPEG (PNG preferred as they don’t lose resolution). Do 
not provide copyrighted pictures. 

• Tables: Consider sending tables as a PNG or JPEG picture. Tables are time- 
consuming to recreate during typesetting/layout. You may also provide tables as a 
stand-alone document (1 table per document) -- we can convert your Word 
document to a picture. 

• Articles with fancy formatting, complicated tables, etc: If such formatting is 
necessary, your document page may be converted into PNG/JPEG and pasted as 
a picture. 

o If you expect your writeup to go through PNG/JPEG picture, please set the page 
margins of your MS Word document to 0.1" and preferably use font size 12 or 13 
(but not less than 11). Font size less than 11 is not advised because the text may 
appear really small when printed. Note that the final jpeg picture will be forced into 
a slightly smaller space on the newsmagazine page. 

o Microsoft Word may not allow you to choose less than 1.2" on left page margin 
(which is okay). You may save your DOC (or DOCX) file as PDF and submit the 
PDF, or you may submit the Word document. 

o We can convert your Word document to a picture. 

• Weblinks: Website addresses are spelled out in the article or in references. Do not 
hot-link text in the article. 

• Due date: The deadline for submission is the 3 rd Friday of the month or 10 days 
before the end of the month, whichever is later. 


If you have any questions, send email to the Postscripts Editor ajay@amwa-pacsw.org or 
contact the AMWA Pacific Southwest chapter President at president@amwa-pacsw.org. 
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Cowboy by rbrevity, NC. Source:http://www.morguefile. com/archive/display/1 94235. 
Used under creative commons licence CC BY 2.0 


Backpage 
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3n 2016, 

Wtytte anti 1i>l|at lilill Wt He’ 


Lyrics by Songwriters Jay Livingston and Ray Evans. 1956. 


Whatever will be, will be 
The future's not ours to see 
Que Sera, Sera 
What will be, will be" 




